Numerous contraceptive options are available in Canada, but studies show that Canadian women most often use the following three methods: condoms (54%), oral contraceptives (44%), and withdrawal (12%). 1 Typical failure rates of these methods are 18%, 9%, and 22%, respectively. These statistics may be linked with the finding that one third of Canadian women have at least one induced abortion in their lifetime.
Contraceptive failure is lower among long-acting and permanent contraceptive options, primarily because user adherence is taken out of the equation. However, Canadian women appear reluctant to use long acting options such as intrauterine devices (IUDs), perhaps because of associated adverse events. For example, some 20% of women discontinue IUDs within the first year of use due to pelvic pain, irregular bleeding, or spontaneous expulsion.
2 DMPA (Depo-Provera) is often discontinued because of weight gain commonly experienced by its users. 3 Thus, there remains a need for novel contraceptive choices for women who are unable to use the formulations currently available in Canada.
One promising alternative not yet available in Canada is Nexplanon, an etonogestrel (progestin only) implant inserted into the inner, upper arm. In adults, its efficacy is higher than that of oral contraceptives and IUDs, at >99% (efficacy studies in women under 18 years of age are not yet available). 4 Effectiveness lasts up to three years, and the approach for insertion is less invasive than IUDs. Side effects are similar to other contraceptive methods, with the most common being breakthrough bleeding, depression, and mood swings. Abnormal bleeding is the most common reason for discontinuation, but notably, more than three quarters of women retain their implant for two years or more. Nexplanon is also more cost effective than both OCP and hormonal or copper IUDs, as seen from a study in France. 5 The combination of superior effectiveness, a simpler and less invasive insertion, and increased cost effectiveness makes Nexplanon a preferable alternative to contraceptive options otherwise available to Canadian women. However, the manufacturer of Nexplanon (Merck) recently failed to satisfy Health Canada's requirements for new contraceptive devices, and it is uncertain whether the company will re-apply for approval. 6 Another unavailable but promising contraceptive option is Cerazette, a progestin only pill (POP) that uses desogestrel as its active ingredient. POPs are important options among women who prefer or require a non-estrogen containing contraceptive, due to either medical contraindications to estrogen, patient preference, side effect profile, or physiologic states such as breastfeeding. Most POPs function by thickening the uterine mucus lining. However, Cerazette also prevents ovulation in 97% of cycles. 7 What makes Cerazette truly stand out, however, is its margin for timing variabilities. Most POPs must be taken within a 3 hour window each day to ensure effectiveness, whereas Cerazette allows a 12 hour window. 8 This offers women much greater flexibility without compromising efficacy.
It is clear that Cerazette and Nexplanon offer advantages over the contraceptive options currently available on the Canadian market. There is a wealth of safety data available for these formulations as they have been in use for some 20 years. Etonogestrel's safety has been demonstrated in clinical trials including over 2,000 women.9-12 Some 1,000 women have taken part in a clinical trial specifically looking at safety of desogestrel-only contraceptive pill. 13 Also, there have been studies using desogestrel for treatment of other conditions, such as headaches and endometriosis.
14-15 Moreover, there are numerous studies where desogestrel was combined with ethinyl estradiol, as it is also a part of several combined OCP formulations. [16] [17] Finally, many countries have a system for reporting and surveillance of adverse events (for example, FDA adverse event reporting system available on www.fda.gov), and neither desogestrel nor etonogestrel have raised concerns once approved for use. With a need for these contraceptive options and the abundance of research done to date, it seems surprising that these drugs are not available in Canada.
Health Canada approval process for contraceptives is notorious for delaying or preventing new contraceptives from entering the market. Troskie and colleagues compared the data for new hormonal contraception entering the market in Canada, USA, and UK. 18 Canada approved fewer devices than the two other countries between 2000 and 2015, and it took significantly longer for Health Canada to approve new drugs: 30% longer than the corresponding regulatory agency in the US, and 50% longer than the UK. Approval times for contraceptives in Canada likely lag chiefly due to the stringency of the guidelines required by Health Canada. 19 Namely, the guidelines dictate that clinical trials for new hormonal contraceptives to be introduced in Canada require 800-900 participants, 20,000 cycles of exposure, and multiple endometrial biopsies for multiparous women enrolled in the trial. Other regulatory agencies do not require endometrial biopsies, and the FDA, for example, sets the standard at 10,000 cycles with 200 women enrolled, unless the hormone is a new molecular entity. 20 One could argue that these guidelines are intended to protect consumers, and, as Health Canada explains, biopsies are important to distinguish uterine bleeding that is a side effect of the contraceptive from more insidious pathology. However, progesterone analogues are known to decrease risk of endometrial cancer, and are used to treat endometrial hyperplasia, [21] [22] so it remains unclear why endometrial biopsy is a requirement. For etonogestrel implants, there have been no reports of endometrial atypia or cancer as adverse events. [9] [10] [11] [12] Additionally, etonogestrel has been used in Canada commentary for years as a component of another contraceptive device, NuvaRing, with no adverse effects on endometrial histology. 23 It is clear that Canada lags behind in its approval of novel contraceptives, arguably due to barriers by Health Canada that appear unnecessary. This limits the options available to Canadian women, preventing access to more effective, less invasive, and more flexible contraceptives such as Nexplanon and Cerazette. In order for Canadian women to have the best available choices for contraception, policy should be amended to remove the unnecessary barriers and shorten the approval process. We invite readers to contact their members of parliament as well as the minister of health with requests to improve the availability of novel contraceptives to Canadian women.
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